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® Encapsulated expandable closing devtee for natural or artificial orifice of the human body. 



® A continence device (10) In the form of a cube 
or block (12) of resilient foam material capable of 
being cotiapsed into a small volume condition and 
encapsulated in a capsule (18) of gelatin or tiie like 
and which Includes a string or cord (14) passing 
through the material and connected with a traction 
bead (16) engaged with a distal surface of the bkick 
or cube of foam material. The continence device 
provides for voluntary trapping or bk)Ckage of gas- 
trointestinal effluent wlien voluntary and natural con- 
trol IS lacking such as when a person has had a 
^colostomy, ileostomy, or in ottier situations involving 
^fecal Incontinence. An introducer (20) is provided for 
inserting the capsule, the reduced volume of soft 
^foam material ttierein and the line or conj and trac* 
f^tion bead into a body orifice such as a stomal orifice 
(28). anus (40) or the like. The introducer is in ttie 
^fonm of a tiibular memt>er. such as a straw which is 
^passed over tiie cord or string and has one end 
.engaged witti the capsule and is provkJed with a 
flexible section (22) to fadDtate insertion of tiie de- 
Q-vk:e into tiie destned body orifice witti tiie gelatin 
^capsule tiien being dissohred in the presence of 
body warmtti and moisture to enable ttw com- 
pressed soft foam material to expand to a predeter- 



mined size and shape for blockage and temporary 
retention of gastrointestinal content in the body ori- 
fice. 
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ENCAPSULATED EXPANDABLE CONTINENCE DEVICE 



A cxintinence device in the form of a cube or 
block of resilient foam material capable of being 
collapsed into a small volume condition and encap- 
sulated in a capsule of gelatin or the like and which 
includes a string or cord passing through the ma- 
terial and connected with a traction bead engaged 
with a distal surface of the block or cube of foam 
material. The continence device provides for volun- 
tary trapping or blockage of gastrointestinal effluent 
when voluntary and natural control is laddng such 
as when a person has had a colostomy, ileostomy, 
or in other situations involving fecal incontinence. 
An introducer is provided for inserting the capsule, 
the reduced volume soft foam material therein and 
the line or cord and traction bead into a body 
orifice such as a stomal orifice, anus or the like. 
The introducer is in the fonm of a tubular mernber. 
such as a straw which is passed over the cord or 
stiing and has one end engaged with the capsule 
and is provided with a flexible section to facilitate 
insertion of the device into the desired body orifice 
with the gelatin capsule then being dissolved in the 
presence of body warmth and moisture to enable 
the compressed soft foam material to expand to a 
pradetenmlned size and shape for blockage and 
temporary retention of gastrointestinal content in 
the body orifice. 

Various devices are known which, can be in- 
serted into a body orifice while In a reduced vol- 
ume condition, permitted to expand and then re- 
tracted. Such devices Include inflatable hollow re- 
silient members and other expandable members 
for use in obtaining specimen material for diagnos- 
tic procedures, absorption of body fluids such as 
catamenial devices and tiie like. Also, it is known to 
provide collection bags for rocehring body fluids 
and effluent which are involuntarily discharged by 
persons that are incapable of controlling the di- 
scharge of gastrointestinal effluent for viarious rea- 
sons. 

An object of the present invention is to provide 
a continence device in the form of an encapsulated 
and expandable btock or cube of soft, resilient 
foam material that Is compressed into a small vol- 
ume condition and rec^ved in a capsule of gelatin 
or similar material whk:h facilitates intubation of the 
device into a body orifice, hollow organ or the tike 
with body warmth and moisture dissolving the cap- 
sule for expansion Into a predetermined shape and 
size to provide voluntary trapping or blockage of 
organ effluent when voluntary natural control of di- 
scharge of such effluent is lacking. 



Another object of the invention is to provide a 
continence device in accordance with the preced- 
ing object in which the block or cube of foam 
material is provided with a flexible cord or string 

5 passing tiierethrough and being of the length to be 
accessible from the exterior of tiie body orifice in 
which the device is positioned to enable retrieval 
and removal of the expanded block or cube in 
which tiie cord includes a taction bead on the end 

10 tiiereof engaged with the surface of the block or 
cube opposite from tiie free end of the cord to 
provide a traction bead to afford compression of 
tiie foam material during witiidrawal and to assure 
tiiat tiie cord or string will remain attached to the 

75 block or cube of foam material when it is being 
removed from tiie body orifice or cavity. 

A further object of the Invention is to provide a 
continence device in accordance witii the preced- 
ing objects together with an introducer in the form 

20 of a hollow rod, tube or straw through which the 
flexible cord or string is passed witii one end of the 
straw engaging tiie capsule to enable tiie capsule 
to be guided and manipulated during intubation of 
the capsule into the body orifice with the straw 

25 including a flexible section to enable the capsule to 
follow cunres or contours encountered during in- 
tubation with the straw toeing removed after the 
capsule has been accurately positioned in ttie de- 
sired location. 

90 Still anotfier object of the invention is to prx>- 
vide a continence device which may be efficientiy 
inserted into a skin level ileostomy or colostomy to 
effect temporary blockage of the Ileostomy or co- 
tostomy until such time as the user wishes to 

35 disengage tiie blockage and empty the retained 
gastrointestinal contents into a suitable container, 
bag, commode or other disposal point thereby en- 
abling the pemnanent customary ileostomy or co- 
lostomy bag witii its attendant hazards of weight 

40 volume and odor being avoided. 

A still further object of tiie Invention is to pro- 
vide a continence device for efficient and effective 
use by a person having anal tncontinenoe including 
loss or absence of voluntary control of defecation 

45 in which tiie device in inserted into tiie anal canal 
and allowed to expand for temporary blockage and 
then withdrawn as desired to pemnit release of 
gastrointestinal content retained into a suitable con- 
tainer, commode or the fike. 

50 Still furtiier objects of tiie invention may be to 
accomplish similar voluntary control of drainage in 
other holtow organs such as devices for control of 
vaginal and nasal hemorrhage. 
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These together with other objects, applications 
and advantages which will become subsequently 
apparent reside in the details of constaiction and 
operation as more fully hereinafter described and 
claimed, reference being had to the accompanying 
drawings forming a part hereof, wherein like nu- 
merals refer to like parts throughout. 

Rgure 1 is a schematic illustration of a user 
having a surgically performed ileostomy In %vhich 
ttie continence device of the present invention is 
used. 

Rgure 2 is a sectional view, on an enlarged 
scale, illustrating the present invention in use for 
forming a temporary blockage in the stoma through 
the abdominal wall. 

Figure 3 is an elevational view of the con- 
tinence device of the present invention illustrating 
the introducer associated with the capsule, string or 
cord and traction bead. 

Rgure 4 is a sectional view illustrating the 
continence device of the present invention in an- 
orectal use. 

Rgure 5 is a schematic illustration showing 
the manner In which the traction bead and cord can 
produce compression and exert removal force on 
the expanded block or cube of soft foam material. 

Referring now specifically to the drawings, the 
continence device of the present invention is gen- 
orally designated by numeral 10 and Includes a 
block or cube of expandable, resilient soft foam 
plastic matenal 12 which, in its fully expanded 
shape may be cubical or other predetenmined 
shapes having predetennined expanded size de- 
pending upon use of tfie device. A tension cord or 
string 14 is connected to the bkxdc or cube of foam 
material 12 by passing therethrough and having a 
traction bead 16 connected thereto which will en- 
gage the surface of the block or cube of foam 
matenal 12 in remote relation to the free end 15 of 
the cord or string 14 so that the bkxk or cube of 
foam material 12 can be removed by exerting 
tension force on the cord or string which will move 
the central portion of the block or cube 12 ak>ng 
with the string while the peripheral portion thereof 
may lag behind slightiy thereby effectively reduc-. 
Ing the cross-sectional configuration of tiie bkx:k or 
cube of foam material 12 when it is being removed 
from a body orifice or cavity as discussed in more 
detail hereinafter. 

Ihe bkx:k or cube of foam material 12 Is 
compressed and encapsulated in a capsule 18 of 
gelatin or simitar material capable of being dis* 
sohred by body wanmth and moisture. As Illustrated 
in Rg. 3, the capsule is elongated and generally 
cylindrical in cross-sectional configuration witii the 
traction bead 16 oriented at one end ttiereof and 
externally of the capsule. Thus, ttie continence 
devk» 10, when it is ready to be intubated into a 



txxJy orifice or cavity consists of the compressed 
or collapsed foam material 12 encapsulated in the 
capsule 18 and provided with the cord or string 14 
extending therethrough with a traction bead 16 on 
5 the distal end thereof, to facilitate IntutDation into a 
IxxJy orifice or cavity, an introducer 20 is provided 
which is in the form of a hollow tube or rod 
preferably in the form of a sipping straw of the type 
which has an accordion, concertina or a t}ellows 
10 type flexible section 22 incorporated into the straw 
adjacent one end tfiereof witti ttie end of ttie straw 
adjacent the flexible section 22 engaging the end 
of tiie capsule 18 remote from the traction bead 16 
when the straw 20 is inserted over the cord or 
15 string 14 which may be a nylon cord or stiing or 
other similar material. Thus, by inserting the sti'aw 
or introducer 20 over the cord or stiing 14 and 
tensioning the cord or string 14 sfightly. the cap- 
sule 18 may be easily inserted into a body orifice 
20 or cavity with the flexible section enabling the 
introducer to be initially cun^ed or curved during 
Insertion to enable the capsule to follow or move 
around areas of curvature as may become neces- 
sary when positioning ttie capsule 16 and ttie com- 
25 pressed block or cube of foam material 12 in the 
desired position in ttie body cavity or orifice. 

Rgures i and 2 illustrate ttie continence device 
10 of the present invention inserted into a stomal 
orifice in the form of a surgically performed 
30 ileostomy in which ttie outer end portion 24 of ttie 
bowel or conduit 28 pn^jects above ttie skin surface 
26 with ttie conduit 28 extending through the ab- 
dominal wall 30 and the subcutaneous material 32 
and sutured to ttie skin 26 in a conventional and 
3S well known manner. As illustrated, the capsule is 
inserted into the conduit 28 and positiohed inwardly 
of the atxtominal wall so ttiat when the capsule 
dissolves, ttie compressed bkx^ or cube of foam 
material 12 may expand closely adjacent the inner 
40 surface of the abdominal wall 30 as illustiated In 
Rg. 2 ttius forming a temporary bkxkage or ob- 
turation of ttie conduit 28. The use of the soft foam 
obturation avoids ttie hazards of pressure necrosis 
of the surrounding intestines such as may occur 
45 when more rigid or semi-rigid devices are used 
such as balkxms since a balkxm when expanded 
exerts relatively high pressure over a smaller area 
of contact. The soft foam material has some de- 
gree of porosity but is substantially non-absort)ant 
50 so ttiat it will effectively bkx* passage of iiqukjs 
and solids for retaining ttiem while alk^wing some 
degree of passage of flatus, gas and ttie like. When 
ft is desired to remove ttie temporary bkxAage to 
discharge or empty ttie retained contents into a 
55 collection bag, commode or ttie like, it is only 
necessary for ttie wearer to grasp ttie free end 15 
of ttie cord or string 14 and pull outwardly in a 
gentte manner with such tension causing the block 
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or cube of foem material 12 to somewhat reduce in 
cross-sectional configuration as iliustrated in Fig. 5 
so that it can be effectively, comfortable and pain* 
lessly removed without injury to surrounding tissue 
thereby providing voluntary trapping or blockage of 
gastrointestinal effluent where natural control is lac* 
king and yet enable the user to easily empty the 
retained material when desired. While Figs. 1 and 2 
illustrate the device associated with an ileostomy, it 
also can be used just as effectively in connection 
with a surgically prefonmed colostomy. 

In addition, it may be inserted into the anai 
canal as Iliustrated in Rg. 4 in which the block or 
cube of foam material 12 has been inserted Into 
tiie anus 40 and into the rectum 42 past the 
sphincter muscle area 44 and into engagement 
w'rth the rectal wall 46 as illustrated in Rg. 4. Thus, 
a user who has lost natural control of the sphincter 
muscles and other natural continence controls, may 
Insert the continence device 10 so that when ttie 
block or cube of foam material 12 expands, it will 
expand Into the anal canal for blockage and when 
desired, it can l^e withdrawn to pemnit release of 
gatrointestinal content into a commode or the like 
thereby enabling the user who has lost voluntary 
control of defecation to again obtain voluntary con- 
trol of defecation by selecting at what point in time 
the continence device 10 Is to be removed from 
the anal canal. The construction, of the block or 
cube of foam material 12, the cord or string 14 and 
ttie traction bead 16 is such ttiat wtien tension 
force is exerted on the cord 14 during removal of 
the block or cube of foam material 12, the force 
exerted on the distal surface of the block or cube 
will allow Inward deflection or compression and 
reduction in overall size of the foam block or cube 
thereby facilitating extraction tiirough tfie anus 
thereby greatly fadlitating voluntary removal of the 
temporary blockage for emptying the gastrointes- 
tinal content that has been retained without discom- 
fort pain or Injury to the tissue surfaces engaged 
by the expanded block or cube of soft foam ma- 
terial. While the continence device of this invention 
has been disclosed In use for voluntary trapping 
aid blockage of gastrointestinal effluent it can be 
used for various similar uses such as a catamenlal 
device or in any area where It Is desired to trap or 
bhx:k ffow In a body orifice such as to control a 
vaginal or nasal hemonrhage so that tiie user can 
voluntarily remove the device for discharge of ttie 
retained material whenever desired. Also, the soft 
foam plastic material enables easy impregnation of 
a deodorant charcoal of ottter additive that may be 
desirable during use. 

The foregoing is considered as illustrative only 
of ttie principles of the invention. Rjrther, since 
numerous modifications and changes will reacfily 
occur Id those sidlled tn ttie art it is not desired to 



limit ttie invention to the exact construction and 
operation shown and described, or to the organs 
and structures herein named and accordingly, all 
• suitable modifications and equivalents may be re- 
5 sorted to, falling witfiin the scope of the invention. 



Claims 

10 1. A continence device for guided insertion into 
a body orifice for temporary blockage of tiie orifice 
comprising a body of soft,^ resilient expandable 
and compressible foam material, a flexible cord 
attached to said body and a capsule encapsulating 

15 the body of foam material and retaining it In a 
compressed small volume condition for insertion 
into tfie fciody orifice, said capsule being construct- 
ed of material dissolved by body warmtii and mois- 
ture to enable the foam material to expand to a 

20 predetermined size and shape for effectively and 
temporarily blocking tfie body orifice witfi ttie cord 
being accessible from externally of tfie body to 
enable tension to be exerted thereon to reduce the 
size of tfie body of foam material during extraction 

25 for removing the body of material to empty re- 
tained material from the body orifice. 

2. The device as defined In claim 1 wherein 
said cord extends through ttie body of foam ma- 
terial, and a traction bead on tfie tenminal end of 

30 tiie cord which engages the foam material to pre- 
vent tfie cord from pulling through the foam ma- 
terial and to reduce the size of the body of foam 
material by compression during wittidrawal of the 
device. 

35 3. The device as defined in claim 1 togetfier 
with an inti^oducer for intubating ttie capsule into a 
body orifice, said inti^oducer comprising a tubular 
straw through which the cord is inserted witfi one 
end of ttie stt^w iangaging ttie capsule so ttiat the 

40 cord, straw and capsule are retained in assembled 
relation by exerting a sfight tension on ttie cord and 
hokling ttie straw against ttie capsule. 

4. The device as defined in claim 3 wherein 
said strm includes a flexible section adjacent ttie 

45 end thereof engaged witfi ttie capsule to enable the 
capsule to follow curves or contours encountered 
during intubation into ttie body orifice. 

5. A device as defined in daim 4 wherein ttie 
expanded dimensions of the body of foam material 

50 form a blockage of a bowel Immediately inwardly of 
tiie abdominal wall of a user having a surgically 
performed ileostomy or cofostomy until the user 
voluntarily removes ttie continence device for emp- 
tying ttie retained effluent 

55 6. The device as defined in claim 4 wherein the 
expanded dimensions of the body of foam material 
effectively blocks (he anal passage inwardly of the 
sphincter muscle area for blocking discharge of 
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gastrointestinal effluent until the user voluntarily 
removes the continence device for emptying the 
retained effluent 
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